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510(k) Summary

In accordance with 2 1 CFR 807.92 the following summary of information is provided:

Date: November I5. 2013

Submitter: GE Healthcare

9900 Innovation Drive

Wauwatosa, WI 53226

Primary Contact Person: Bryan Behn
Regulatory Affairs Manager
GE Healthcare
T:(4 14)72 1-42 14
F:(4 14)918-8275

Secondary Contact Person: Jiawei 71-lANG
Reg til Iatorv A ffa irs
GE HeIalthcare
T: +86 5 10 8527 8259

F: ±86 5 10 8522 7347

Device: Trade Name: LOGIQ e Diagnostic Ultrasound System

Common/Usual Name: LOGIQ e

Classification Names: Class 11
Prodct Cde:Ultrasonic Pulsed Doppler Imaging System. 2 1 CFR 892.1550 90-IYN
Prouc Coe:Ultrasonic Pulsed Echo Imaging System, 2I1CF-R 892.1560, 90-IYO

Diagnostic Ultrasound Transducer, 21 CFR 892.1570, 90-ITX

Predicate Device(s): LOGIQ i/e. Vivid e - K 113690
LOGIQ S8 - K131527
SonoSite Edge - KI 113156
VoIlson S6/S8 - K 120741

DevceDecritin:The LOGIQ e device is a laptop ultrasound console
approximately 70mm in height, 295mm in width and 346mm in
length with integrated keyboard, a color video LCD type display
and several interchangeable electronic-array transducers. It has
digital acquisition, processing and display capability and operates
from an integrated battery, or a separate power supply/charger.

Intended Use: Ophthalmic; Fetal/OB;: Abdominal (GYN & Urology); Pediatric;
Small Organ (breast, testes. thyroid); Neonatal and Adult
Cephalic; Cardiac (adult & pediatric); Peripheral Vascular;
Musculoskeletal Conventional & Superficial;, Transrectal;
Transvaginal; lntraoperative (abdominal, thoracic and
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peripheral); Thoracic/Pleural for motion and fluid detection and
imaging guidance of interventional procedures (e.g. Nerve Block;
Vascular Access).

Technology: The LOGIQ e employs the same fundamental scientific
technology as its predicate devices.

Determination of Corn arison to Predicate Devices
Substantial Equivalence: The LOCIQ e system is substantially equivalent to the predicate

devices with regard to intended use, imaging capabilities.
technological characteristics and safety and effectiveness.

" The systems are all intended for diagnostic ultrasound
imaging and fluid flow analysis.

* The LOGIQ e and predicate LOGIQ e systems have the
same clinical intended use with the exception of
Ophthalmic which is substantially equivalent to
Ophthalmic on the SonoSite Edge (K 113 156) and the
transesophageal application has been removed from the
new version of the LOG IQ e.

" Ehe LOGIQ e and predicate LOGIQ e systems have the
same imaging modes.

* The LOGIQ c and predicatc LOGIQ e systems
transducers are identical accept for thc C 1-5-RS and 3 Sc-
RS which are the same transducers on predicate Voluson
S6/S8 (K 12074 1), and the L4-12t-RS and L IO-22-RS.
wh ich are linear transducers simi lar to the L8- 18 i-RS.

* The systems are manufactured with materials which have
been evaluated and found to be safe for the intended use
of the device.

* The systems have acoustic power levels which are below
the applicable FDA limits.

* The LOGIQ e and predicate LOGIQ e systems have
similar capability in terms of performing measurements,
capturing digital images, reviewing and reporting studies.
TVD and 1ligh-Res PDI are similar to predicate LOGIQ
S8 (K 131527).

* The LOGIQ e and predicate systems have been designed
in compliance with approved electrical and physical safety
standards.
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Summary of Non-Clinical Trests:

The device has been evaluated for acoustic Output.
biocompatibility. cleaning and disinfection effectiveness as well
as thermal, electrical, electromagnetic, and mechanical safety,
and has been found to comply with applicable medical device
safety standards. The LOGIQ e and its applications comply with
voluntary standards:

I . AAMI/ANSI E560601-l, Medical Electrical
Equipment - Part 1: General Requirements for Safety

2. 1IEC6O6OI-l-2, Medical Electrical Equipment -

Part I -2:General Requirements for Safety - Collateral
Standard: Electromagnetic Compatibility
Requirements and Tests

3. IEC6060 1-2-37, Medical Electrical Equipment -

Part 2-37:Particular Requirements for the Safety of
Ultrasonic Medical Diagnostic and Monitoring
Equipment

4. NEMA UD 3, Standard for Real Time Display of
Tlhermal and Mechanical Acoustic Output Indices on
Diagnostic Ultrasound Equipment

5. IS010993-I. Biological Evaluation of Medical
Devices- Part 1: Evaluation and Testing- Third Edition

6. NE'MA UD 2, Acoustic Output Measurement Standard
f-or Diagnostic Ultrasound Equipment

7. 1S014971. Application of risk management to medical
devices

8. NEI MA. Digital Imaging and Communications in
Medicine (DICOM) Set. (Radiology)

The following quality assurance measures were applied to the
development of the system:

0 Risk Analysis
a Requirements Reviews
* Design Reviews
* Testing on unit level (Module verification)
* Integration testing (System verification)

* Performance testing (Verification)
* Safety testing (Verification)
* Simulated use testing (Validation)
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Transducer material and other patient contact materials such as
needle guidance kits arc biocompatible.

Summary of Clinical Tests:

The Subject of this premarket submission, LOGIQ e, did not
require clinical studies to support substantial equivalence.

Conclusion: GE Healthcare considers the LOGIQ e to be as safe, as effective,
and performance is substantially equivalent to the predicate
device(s).
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fy DEPARTMENT OF HEALTH & HUMAN SERVICES 
Public Halth Svice

Food and Drug Administration
10903 New Hamipshire Avenue

February 12, 2014

GE Healthcare
% Mr. Bryan Behn
Regulatory Affairs Manager
9900 Innovation Drive
WAUWATOSA WI 53226

Re: K133533
Trade/Device Name: GE LOGIQ e Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, IVO, ITX
Dated: January 3, 2014
Received: January 6, 2014

Dear Mr. Behn:

We have reviewed your Section 5 10(k) premnarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may. therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice. labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applies to the following transducers intended for
use with the LOGIQ e Diagnostic Ultrasound System. as described in your premarket
notification:

Transducer Model Number

CI-5-RS SC-RS
ESC-RS 9L-RS
12L-RS L4-12t-RS
L8-18 i-RS LIO0-22-RS
3Sc-RS 6S-RS

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA).
it may be subject to additional controls. Existing major regulations affecting your device can be
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found in the Code of Federal Regulations. Title 2 1, Pans 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807): labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801). please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638 2041 or (301) 796-7100 or at its Internet address
littp://v%'ww. Ida.Lov/MedicaIDevices/,ResotirccslIbr'ou/lndustr%:!dcILIult.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http:,/%ww.fda.,-,ov/iMedical Dexvices/Sif'etx/Repornallrobleiii/,detbutlt.htm for the CDRH 's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
htip://www. da.uov/Medical Devices/ResourcesforYou/lndustrv /default.html.

Sincerely yours,

Janine M. Morris
Director. Division of Radiological Health
Office oflIn Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure
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5 10(k) Number (if known): K133533

Device Name: LOGIQ e

Indications for Use:

The LOGIQ e is intended for ultrasound imaging, measurement and analysis of the
human body for multiple clinical applications including: Ophthalmic; Petal/OB;
Abdominal (GYN & Urology); Pediatric; Small Organ (breast, testes, thyroid); Neonatal
and Adult Cephalic; Cardiac (adult & pediatric); Peripheral Vascular; Musculoskeletal
Conventional & Superficial; Transrectal; Transvaginal; lntraoperative (abdominal,
thoracic and peripheral); Thoracic/Pleural for motion and fluid detection and imaging
guidance of interventional procedures (e.g. Nerve Block; Vascular Access).

Prescription Use -x AND/OR Over-The-Counter Use_-N/A_
(Part 21 CFR 801 Subpart D) (Part 21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE
IF NEEDED)

Co0ncurrence of CR-.Ofcof In Vitro D iagnost ics and Radiol _ogical _Health (OIR)

-k Page I ofl12

(Division Sign-Off)
Division of Radiological Health

Office of In Vitro Diagnostics and Radiological Health
510(k) ___K133533
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Diagnostic Ultrasound Indications for Use Form
GE LOCIO e Ultrasound

Intended Use: Ultrasound imaging, measurement and analysis of the human body as follows:

- - - - Mode of peration ____

Cliicl Aplcaton B M PW CW Color Color IPD] Combined Harmonic; Coded Other
NI Modes' Imaging Pulse'

Anatomty/Region of/mnerest

Ophthalmic N N N N N N N N N N

Fetal /Obstetrics P P P P P P P P P

Abdominal'" P P P P P P P P p P

Pediatric P P P p p P P P P P

Small Organ 2  P P P P P P p P

Neonatal Cephalic P P P P P P P P P P

Adult Cephialic P IP P P P IP IP P P P

Cardiac tt  P P P P P P P P P

Peripheral Vascular P P P P P P P P P

Musculo-skeletal Conventional P P P P P P I P P

Musculo-skeletal Superficial P P P P P P P P

Thoracic/I'leuralspecify)1' P P P P P P P P P P

Othei"51  P P P P P P P P P P

Exam Type. Means of AccesI
Transesophageal

Tranrcmctall P P P P P PP

Transvaginal P P P P ____ P P P

Intaprtivesecifyl__ P P P P P P P P

Inierventional Guidance
Tissue Biopsy/Fluid Drainage p p p P P P P P P P

Vascular Acess (V,.PICC) P P P p P P P P P P--
N = new indication: P = previously cleared by FDA KI 113690 ___

Notes: (I I Abdominal includes GYN and Urological:
121 Small Organ includes brvest, testes, thyroid;
131 Cardiac is Adult and Pediatric:
14J For detection of fluid and pleural motion/sliding:
151 Other use includes Urology/Prostate
161 lntraopterative includes abdominal, thoracic and pediphmnl;
10lCombined modes are BIM. B/PWD. B/Color/P WD. B/Powr/PWD
I'] Coded Pulse is for digitally encoded harmonics.

IMLAME DU NM! WRITE BEOW ThIS UNI. CONTINUE ON ANUThER PACE IF NF.EDO

Concurrence or CDRIi. offerc or tn Vitro Diaginosics and Radiological Flesith (01R)

Prescription Uise (Per 21 CFR 801.109) Page 2 of 12
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Diagnostic Ultrasound Indications for Use Form

GE LOCIO e with CI-5-RS Transducer

Intended Use: Ultrasound imaging, measurement and analysis of the human body as follows:

Mode of 0p ration ____

Clinical Application B Mi P CW Color Color PDI Combined Harmonic Coded Other
M Modes* Imaging Pulse'

Anatorn v/Region of Interest

Ophthalmic

Fetal /Obsietrics P P P P p p p p

Abdominal 11  P P P P p p p p _ _

Pediatric P P p p p p P P _ _

Small Organ III I

Neonatal Cephalic

Adult Cephialic- - - - - -

Cardiac 31

Penipheral Vascular-- -

Musculo-skeletal Conventional P p p P p p P p ___

Musculo-skeletal Superficial N N N N N N N N

Thoracic/Pleural(specify)41  I____ ____

OtheA'l ____ ____

Exam Type, Means of Access _ - - - - --

Transesophatical ____

Transrectal

Transvaginal - - - - - --

Intraoperative(speci 5_)161 __ 
_____

Inservenijonal Guidance

Tisu Biopsy/Fluid Drainage N N N N N N N N
VascularAcss(IV. PCC(7t _____ ___

NerveBlock N N N :N N N N N

N = new indication: P = previously cleared by FDA (K]20741)
Notes: [ll Abdominal includes GYN and Urological:

121 Small Organ includes breast, testes, thyroid:
131 Cardiac is Adult and Pediatric:
[41 For detection of fluid and pleural motion/sliding;
[51 Other use includes Urology/Prostate
[61 Intrsoperative includes abdominal, thoracic and peripheral;
rlIConbined modes ae B/I, B/PWD, B/Color/P"W. B/Power/PWD
I') Coded Pulse is for digitally encoded harmonics.

(VIVA 00o pioT fit BEOWTIS LINE -1COWTIUE ON AHRE PAGE IF NEEDEVI

Concurrence of CORH, offic or in Vitro Diagnosticse and Radiological Health (0IR)

Prescription lise (Per 21 CFR 801.109) Page 3 of 12
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Diagnostic Ultrasound Indications for Use Form

CE LOGIO e with SC-XIS Transducer
Intended Use: Ultrasound imaging, measurement and analysis of the human body as follows:

Mode of Operation ____

Clinical Application B M PW CW Color Color PDI Combined Harmonic Coded Other
M Modes* Imaging Pulse

Anatomkv'Region of Interest

Ophthalmic N N N N N N N _ _

Fetal / Obstetrics

Abdominal"I P p p p p p p

Pediatric P P pP P P

Small Organ 1
2

1 P P P p P p p

Neonatal Cephalic P p P I P P P

Adult Cephalic N N N N N N I N __

Cardiac1'1  pP p P P P pp _ _

Pernpheral Vascular p p p P p P P

Musculo-skeletal Conventional P P P p p p p

Musculo-skelletal Superficial P P P P P p p

ThoraciclPleural(specily0*1  P p p p p p p

Otheir' 1

Exam Type, Means of AccessI I

Transesophagecal

Transrectal

Trarlsvaginall

lntraoperattive(speciryl)tt
Interventional Guidance __

Tissue Biopsy/Fluid Drainage

Z a c lar cc ss IV PIC C 1 r p ppp r P

Nerve Btoc s(V
N = new indication: P = previously cleared by FDA (KI 13690)
Notes: ItI Abdominal includes GYN and Urological:

[21 Small Organ includes breast, testes, thyroid:
[3) Cardiac is Adult and Pediatric;
[41 For detection of fluid and pleural motion/sliding:
151 Other use includes Urology/Prostate
161 lntrnoperative includes abdominal, thoracic and peripheral;
[-]Combined modes; are B/M, B/PWD, B/Color/PWD. B/Power/PWD
111 Coded Pulse is for digitally encoded harmonics.

IPLEASE DO NoT WRITE BELOW THIS LINE.- CONTINUE ON ANOThER PAGE IF NEE0DD

Concurrence of CDRll. Office or in Vitro Diagnostda and Radiogical Hlealth (OIR)

Prescription tlse (Per 21 CFR 801.109) Page 4 of 12
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Diagnostic Ultrasound Indications for Use Form

GE LOCIO e with E8C-RS Transducer
Intended Use: Ultrasound imaging, measurement and analysis of the human body as follows:

- - - -M-de ofsL0nration

Clinical Application ]a M PW CW color Color PDI Combined Harmonic Coded Other
NI Modes Imaging Pulse'

Anatoomy/Region of Interest

Ophthalmic _____ _________

Fetal/IObstetrics P p P P P P _ _

Abdominall'I p p p p p p p

Pediatric

Small Organ 121

Neonatal Cephalic

Adult Cephalic

Cardiaci'
1

Peripheral Vascular ____

Musculo-skelclal Conventional

Musculo-skeletal Superficial I__ - -

ThoracictPleural(specifr) 4'

Othcd'l p p p p P p p

Exam Type. Means ofAccess _____

Transesophagteal _____

Transrectal P P P P P P p ___

Transvaginal p p p p P p p _ _

I nlraoperative(speci ry)"" '_________

Interventional Guidance
Tissue Biopsy/Fluid Drainage p p p p p p p
Vasua Acs(V. P1CC) _____

NeClrv Blces t
N = new indication: P =prviously cleared by FDA(K 113690)
Notes: IlI) Abdominal includes GYN and tirological:

121 Small Organ includes breast, testes, thyroid:
131 Cardiac is Adult and Pediatric;
141 For detection ol'fluid and pleural motion/sliding:
151 Other use includes Urology/Proslale
161 Intrsoperative includes abdominal. thoracic and peripheral:
[-)Combined modes are R/M. B/P WD. B/Color/P WD. B/Pot'er/l'W)
[f) Coded Pulse is ror digitally encoded harmonics.

(PLIEASE WO NGT WRITE BELOW THIS LINE - CONTINUE ON ANOTHEX PAGE IF NEEDED)

Coocumrece of CDRH. omac. of In Vitro Diagnostics and Radiological lealth (OIR)

Prescription Use (Per 21 CIFIRSOI. 109) Page 5 of 12
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Diagnostic Ultrasound Indications for Use Form

GE LOOXO e with 9L-RS Transducer
Intended Use: Ultrasound imaging, measurement and analysis of the human body as follows:

Mod of Operation ____

Clinical Application a Mt P CW Color Color PDt Combined Harmonic Coded Other
M Modes* Imaging Pulse'

Anaiomy/lRegion of Interest

Ophthalmic _____ ________

Petal I Obstetrics

Abdominall'i P P P P p p p p

Pediatric P IP P p p p P p P 1

Smnall Organ 21  p p p p p p p p

Neonatal Cephalic

Adult CephalicI

Cardiacill

Peripheral Vascular P p p p P p p p ___

Musculo-skeletul Conventional P p p I' P P P p

Muscuto-skelelal Superficial p p p p p p p p

Thoracic/Plleural(specif&)' p p p P p p p p

Other"I

Exam Type. Means ofA ccess

Transesophageal

Transrectal

Transvaginal

Intraoprativespecif ))"I p p p p p p p p
Inierventianal Guidance

Tissue Biopsy/Fluid Drainage p p p p p p p

Vascular Access (IV. P1CC) P p P p p p P
Neve Block P P P P -p T p-

N = new indication: P = previously cleared by FDA(K 113690)
Notes: II I Abdominal includes GYN and Urological:

[21 Small Organ includes breast, testes, thyroid:
[31 Cardiac is Adult and Pediatric:
141 For detection orf lid and pleural motion./sliding;
15] Other usc includes Urology/Prostate
161 lntraoperativc includes abdominal. thoracic and peripheral:;
rI Combined modcs ame B/M. BIP WO. B/Color/PWI). B/Power/PWI)
I'] Coded Pulse is for digitally encoded hartmonies.

IPLI.ASE. on NOT WRITE~o OtIWRT's LN- CosiNIII ON ANflR.IR RACE. IF NI+OEO

Concumnnce of CDWl. orrineor in Vitro Diagnostics and Radiological Health (0tH)

Prescription Use (Per 21 CFR80I.109) Page 6of 12
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Diagnostic Ultrasound Indications for Use Form

GE LOGIO e with 1ZL-RS Transducer
Intended Use: Ultrasound imaging, measurement and analysis of the human body as follows:

- - - - Modeeof 0eration- -

Clinical Application B M PW CW Color Color PDI Combined Iharmonic Coded Other
M Modes' Imaging Pulse$

AnatomyvRegion of In! eres i

Ophthalmic N N N N N N N N

Fetal / Obstetrics _________

AbdominalIm p p P P p Pp P

Pediatric P p P p p p p p

Small Organ 121 P P P p p p p p

Neonatal Cephalic ____ ____

Adult Cepbalkc___

Cardiaci1"

Peripheral Vascular P p p P p p P p ___

Musculo-skeletal Conventional P p P P p p P p ___

Musculo-keletall Superficial P P p p p p p p

Thoracic/Pileural(specifyi'l P P p p p p p P p

Other"' ____

Exam Type. Means of Access ______

TransesophagealII

Transrectal

Transvaginal

Intraopterative(specifvy________u____

intervniional Guidance

Tissue Biopsy/Fluid Drainage P P p pp pp p

VsuaAcssI. PICC) P P PP Pp p
,LNceBlock P P P' p P P P p

N = new indication: P = previously cleared by FDA (113690)
Notes: [ll]Abdominal includes GYN and llrological:

121 Small Organ includes breast, testes, thyroid:
[31 Cardiac is Adult and Pediatric:
[1 For detection ol fluid and pleural motion/sliding:
151 Other use includes Urology/Prostate
161 lntraopnerative includes abdominal. thoracic and peripberal;
[']Combined modes are B/M. B/P WE, B/Color/P WE. B/Power/l'WD
[Jl Coded Pulse is for digitally encoded harmonics.

(PLEASE 00 NOT Warns BELOW ThiS LNE.COoNUtE ON ANO hER PAGE IF NEDED)

Concuretce ofCoai, Offie ofin Vitro Diagnostisand Radiological Health (OIR)

Prescription Use (Per 21 CER 801.109) Page 7 of 12
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Diagnostic Ultrasound Indications for Use Form

GE LOCIO e with L4-12t-RS Transducer
Intended Use: Ultrasound imaging, measurement and analysis of the human body as follows:

- - - - Mode of 0 ration
Clinical Application B MI PW CW Color Color IPD! Combined Harmonic Coded Other

NI Modes* Imaging Pulse'

Analomy/Region of inleresi

Ophthalmic N N N N N N N

Fetal / Obstetrics

Abdominal'I

Pediatric N N N IN N N N

SmallIOrgan 121 N N N N N N N _ _

Neonatal Cephalic ____

Adult CephalicI

Cardiac"'l

Peripheral Vascular N IN IN_ N N N N

Musculo-skeletal Conventional N N JN N N N N

Musculo-skelcial Superficial N N N N N N N

Thoracic/Plcual(speCiy) 41  N N N N N N N

Othri"I

Exam Type. Means of Access- - - -- -

Transesophapeal

Transrectal

Transvaginal

I ntraoperative(speci ry )I' _________

Interventional GuidanceI
Tissue Biopsy/Fluid Drainage N N N N N N N

VascularAccess"iV.PJCC) N N N N N N N
NerelokN_ N N N N _ _

N = new indication

Notes: [ II Abdominal includes GYN and Urological:
[21 Small Organ includes breast, testes, thyroid:
131 Cardiac is Adult and Pediatric;
141 For detection of fluid and pleural motioal/sliding:
(51 Other use includes Ulrology/Prostate
161 lntropcrative includes abdominal. thoracic and peripheral:
I -Com~bined modes are BIM. RIPWD. B/Color/P WD. BfPower/PWD
III Coded Pulse is far digitally encoded harmonics.

(PLEASE W0 NOT WRT BEOW TIS LINE - CONrINUE ON ANOMhER PACE IF NEECO.O

Concurrence of CDRH, Oice of In Vitro Diansics and Radiological Health laiR)

Prescription Ulse(Per 21 CFRS801.109) Page 8of 12
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Diagnostic Ultrasound Indications for Use Form

GE LOGIO e with L8-181-RS Transducer
Intended Use: Ultrasound imaging, measurement and analysis of the human body as follows:

- - - - Modoj'f raion-
Clinical Application B M PW CWV Color Color P1)1 Combined Hlarmonic Coded Other

NI Modes* imaging Pulsc,

Anatomy/Region of Interest

Ophthalmic

Petal / Obstetrics

Abdominal" P p p p 1P p1 p p _ _

Pediatric p pF p p p p ps pF

Small Organ( 21 p p p3 PF p p pS
Neonatal Ce halic

Adult Cephalic ____

Cardiacill

Peripheral Vascularr r P P p p p p p3

Musculo-skeletal Conventional P P p p p p P I P

Musculo-skeletal Superficial P P Pp P P p p

ThoracicfPleual(specify)141  P p p p3 p pp p

Othed"5

Exam T:ype. Means of Access

Transesophageal

Transrectal

lntraopcrotive(specify0 t  N N N N N N IN N
Interventional Guidance

Tissue Biopsy/luid Drainage p p pt p p p IF p

Vacular Acces(IV. PICC) P P P p p p p p
Nerve lock~s P P P p P_ p p p p

N = new indication: P = previously cleared by FDA (113690)
Notes: II ] Abdominal includes GYN and Umological;

[21 Small Organ includes breast, testes, thyroid;
[3] Cardiac is Adult and Pediatric:
[4) For detection of fluid and pleural motion/sliding:
[51 Oilier use includes Urology/Prostae
[6] lntraopcrative includes abdominal, thioracic and peripheral:
[-]Combined modes are B/NI. B/PWD, B/Color/PIWD. B[Power/PWD
[]1 Coded Pulse is for digitally encoded harmonics.

(PLEASE 00 NOT WRITE BELOW ThIS LINE . COWT1httE ON ANOTThER PAGE IF NEEDEDi

Concurrence of CDRi, Office of in Vitro Diagnosticn and Radiological Health (OIR1)

Prescription Use (Per 21 4CFA 801.109) Page 9 or 12
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Diagnostic Ultrasound Indications for Use Form

GE LOCIO e with LIO-22-RS Transducer
Intended Use: Ultrasound imaging, measurement and analysis of the human body as follows:

Model Oeration ____

Clinical Application B M PW CW Color Color PD] Combined Harmonic Coded Other
M Modes Imaging Pulse'

Anatomy/ego of interest

Ophthalmic ____ ____

Fetal / Obstetrics

Abdominal1'"

Pediatric

Smiall Organ'121 N N N N N N N

Neonatal Cephalic

Adult Cephalic _____ ____

Cardiaci1'

Pernpheral Vascular N N N N N N N

Musculo-skelelal Conventional N N N N __ N N N ___

Musculo-skelelal Superficial N N N N N N N

Thoracicpleural(specify) 41  
____________ ____

OthcA'1

Exam Type. Means of AccessI

Transesophagical

Transrectal

Transvaginal

I ntraopcrative(specify )l __ ______

Inrervenfional Guidance
Tissue Biopsy/Fluid Drainage N N N N N N N

VaseuiarAccess(IV.FICIC) N N N N N N N

Nev c k N N N N _ N N N _ _ _

N = new indication
Notes: II I Abdominal includes CYN and Urological:

I1 Small Organ includes breast, testes, thyroid:
131 Cardiac is Adult and Pediatric:
141 For detection of fluid and pleural motion/sliding:
[51 Other use includes Ilrology/Prostate
161 lntnaoperaive includes abdomninal. thoracic and petripheraL;
I * Combined modes are BIM. B/PWD. B/Color/P WD. BlPower/PW'D
I*] Coded Pulse is for digitally encoded harmonics.

(PILEASE 00 NOI WRInI BELOIW IS LNE. - lOTIU ON AN0l HER PAGE IF NIEEDED,

Concurrence orCDRII. Oflco 'ln Vitro Diagnostics and Radilogical Health (0111)

Prescription Ilse (Per 21 CFR 801.109) Page t0 of 12
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOGNO e with SSc-RS Transducer
intended Use: Ultrasound imaging, measurement and analysis of the human body as follows:

Mode of Operation
Clinical Application B M PW CW Color Color PD! Combined Harmonic Coded Other

M Modes* Imaging Pulse'

I na/nom i/Region qflnteresi

Ophthalmic N N N N N N N N N

Fetal /Obstetrics P P p_ p P p p p

Abdominall" P p p p p p p p p

Pediatric P P P I' p p p P p

Small Organ 121  
- - - - - - -___

Neonatal Cephalic

Adult Cephtalic p p p p p p p p p

Cardiac 131  p p p p p p p p p

Pern heral Vascular ____

Musculo-skeletal Conventional __

Musculo-skeletal Superflcial

Thoravic/Pleurul(specify)"' N N N N N IN N _N N

Other 5  _____

Examr Type. Means of Access ___ ____

I'rsesophageal- - - --

Transvetal

Transvaginal- --- -

I ntraorperalive(specify ___

Inrerventional Guidance

Tissue Biopsy/Fluid Drainage N N N N N N N N N

VascularAccesllV.PICC) N N N N N N NN _ _

N = new indication; P =previously cleared by FDA(I( 20741)
Notes: [Itj Abdominal includes GYN and Urological:

121 Small Organ includes brast, testes, thyroid:
[31 Cardiac is Adult and Pediatric:
[41 For detetion of fluid and pleural motion/sliding:
151 Other use includes Unalogy/Prostate
[61 lntraoperative includes abdominal. thoracic and peripheral:
[j]Comnbined modes are BlM, B/PWD. B/Color/P WD. B/Fower/PWND
[11 Coded Pulse is for digitally encoded harmonics.

(PLEAE DO NOT WITE BELOW THIS LINE - CON'TINUE ON ANOTHER PAGE IF NEEDED)

Concurrence at CDRII, Offic or in Vltro Diagnostics and Radiological Health (OIR1)

Prescription Use (Per 21 CFR 801.109) page 11 of 12
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GE Healthcare
5 10(k) Prcmarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOGIO e with 6S-RS Transducer
Intended Use: Ultrasound imaging, measurement and analysis of the human body as follows:

- - iModcofcrration _ _-

Cliica Apliatin M w C Clor Color PD1 Combined Harmonic Coded OtherClnialApliato BI JW W O M I Modes Imaging Pulse'

Anatanty/Region of Ineresi

Ophthalmic

Fetal / Obstetrics

Abdominall" p p p p p p r P p pF

Pediatric P P P P p p p p p P p
Small Organ 1

Neonatal Ccphalic p p p p P r p p p p

Adult Cephalic P p P I'1 P p p p p _P

Cardiaci11  p p p p p p p p p p

Penipheral Vascular
Musculo-skecletal Conventional

Musculo-skeletal Superficial

Thoracic/Picuml(specify~l1  p p p p p P p p p p P __

Otheri51

Eaom T:ype. Means Of Access

TransesophagealI II

Transrcctal
Transvaginal

Intraorerativelspecily)''I
Interventional Guidance
Tissue Biopsy/Fluid Drainage

Vascular Access (IV, P3CC) p :pi p 1 P p P P p p P

Nerve BlockI
N = new indication: P =previously cleared by FDA (KI 113690)
Notes: III Abdominal includes CNN and Urological:

13] Cardiac is Adult and Pediatric;
(41 For detection or fluid and pleural motion/sliding:
I- [Combined modes ame RIM. BIP WO. B/ColorIPWD. BlPower/PWI)

IiCoded Pulse is ror digitally encoded harmonics.

(PLEASE 00 NOT WROT BELOW MhS LINE - CONTINUE ON ANOThER PACE IF NEEEI

Concurrence of CDRH, office or In Vitro Diagnotks sod Radiological Health (01IR)
Prescription lise (Per 21 CFR 801.109) Page 12 of 12

(Division Sign-Off
Division of Radiological Devices Office of In Vitro Diagnostic Device Evaluation and Safety
5 10(k) Number___________________
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